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Box No. I Basis of the report 



B. KSh^e^nSiSStSlXteff °" *° international application in the language In wt,loh It.waa 

□ international search (under Rules 12.3 and 23.1(b)) 

□ publication of the international application (under Rule 12 4) 

U international preliminary examination (under Rules 55.2 andbr 55 3) 
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1-12 
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as originally filed 
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3. □ 
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fpplic^bm'tv o* opinion with regard to novelty, inventive step and industriar 



»rt^??S^^^^^ inventive step (to .e non- 

□ the entire international application, 
ISI claims Nos. 1-9 
because: 

° !!s sru,'rr£?^„»r„~ las '° 

see separate sheet 

° mlaSSu'l S;>S'n1S b^e°£rS^f '"^ ^° '"^^^^"^^^'^ the description that no 

^ S^pS^tyl"^' "^t^'^'^h^^ ^^-^ '"^^ Claims Nos. 1 -6 (with respect to Industrial 

° C ^ofThf ^SS^J^^^^^^^^ --P'y With the standard provided for in Annex 

the written fonn □ has not been furnished 

□ does not comply with the standard 
the computer readable form □ has not been furnished 
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1. Statement 
Novelty (N) 



Inventive step (IS) 
Industrial applicability (lA) 



Yes: Claims 

No: Claims 

Yes: Claims 

No: Claims 

Yes: Claims 

No: Claims 



2. Citations and explanations (Rule 70.7): 
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~ ■ PCT/EP2004/05infiQ 

Re Item III. 

^ZZTT'^r''' °' '^^^ard to novelty, inventive step 
and industrial applicability *^ 

111.1. Article 34(4)(a)(i) PCT 

Claims 1-6 relate to subject-matter considered by this Authority to be covered bv th« 

111.2. Article 6 PCT 

111.2.2. Consequently, an International Search has been carriPri n. .t for th™ ^ . . 

111.2.3. As the ISR for the present applioaHon has been limRed to subjeof-matter as clefir,ed 
un^er Item ni.2.2, ,h,s Written Opinion has been established only or t^o^ p^ ^J^hf 

^m^r""°'- I'T'*"^'"""'"" ^" "««'"^«°"-' Sea,.'h has^n pelted 
namely those parts that have been specified under Item III.2.2 above P«"°™««. 
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Re Item V. 

i™?^"* r*^"".^"* ''"'^ 43iE,/s.1(a)(i) with regard to novelty 

inventive step or Industrial applicability "«veiiy, 

V.I. The following documents are referred to: 

ISSN: 01 60-6689 2°°^ ' P^9®S 6-1 2. XP008026085 

537-5S1, XP008026091 ISSN- 1172-7047 ■^"N" 2<»1. vol. 15, no. 7, 2001, pages 

ResIaroh' s'^,j;iEs^''?:;STo^Zri?"^ ^^^^^ * comprehensive 

PSYCHIATRIC ASsi!=,ATION WA^S^GTON^"^^^^^ PSYCHIATRY, AMERICAN 

^^ty'i^S^ X™010095«rN'<S;^.|s^°'- ™- 

UAZIRE S: Schizophrenia' CHEI\/IIST&DRUGGl<?T rn«ii„«i o a 

pages 17-20. XP002266562 R^vid ^ f (2002-08-03). 
<URL:http://www.dotpharmacy.co.uk/up1243.pdf>S^^^ on SOo'Ioi-l^ ' 

V.2. Novelty (Article 33(2) PCT) 

rs new in .he senseTA^Jle WCT - ""der item .H.2.2, 

V.2,1. Prior art 

Document D1 (US2002/1 56067 A1) 

nervous system, including schizophrenia and obesity. 
Document D2 (WO 95 23600A) 

discloses a sublingual or buccal phamiaceutical composition of asenaoine for tho 
treatment of mental disorders, including psychosis and^chiCrnfrK^^^^ 



D1: 
D2: 

D3: 



D4: 



D5: 



D6: 
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V.2.2. The subject-matter of the present claims involves the use of the antipsvchotlc adent 
asenapine (= ORG-5222) for the treatment of schizophrenia in ov^ht o^^^^^^^ 
patiente or .n patients which show a predisposition for ove^eight or obesity The aHeged 
advantage of asenapine, when compared to other atypical antipsvchot^^Ln ! 
tCrnlr'^'^^"^' ''^ *° cause' si?nS^^^^^ ^ 

V 2.3. Document D1 does not disclose or suggest an activity of asenapine when used as 
the only active compound as claimed in the present applicatL Furthe^ore 
schizophrenia appears In a long list of indications mentioned in document 

V.2 4. Document D2 discloses the applicability of asenapine In the treatment of 
schizophrenia, but is silent about a particular selection of patLs for^^^lcralTnaplne 
shows advantageous properties, when compared with other atypical antlp^cs 

Ihe subject-mattPr of claims 1-19 if iimit.H to tho ...Kj ... ^,tt.r Hoffn ^. 

. 111.2.2. IS therefore copsid orpd no >. e i in th^ .on... ^ Lj^ ^^f^, p^t- '"^ -^^^i^^fi^lem 



V.3. inventive step (Article 33(3) PCT) 



The present application does meet the requirements of Article 33(1) PCT because the 

doeitrr ° ' *° subject-matter as defined unL ^^^2 2 

does involve an inventive step in the sense of Article 33(3) PCT. 



V.3.1. Problem to be solved 



The problem to be solved by the present invention is the provision of a medicament for 
reatmen. Of soh^ophrenia in patients a) suffering from ove^eigh orTbtS^ ^ hl^g 
had we,ght gam due to treatment with another antipsychotic agendo) havino due to t^ 
presence of other weight-inc^asing factors, a pre-disposmon for ll'^or ob^lT 

V.3.2. Solution 

^:naX(^"|.r2;' "^^"^ '° -«P«Vchotic 
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V.3.3. Prior art 
Document D2 

Document D3 (XP008026085) 

weeks of t,^afment (FigureTThrctn^^^^- ?^^^^ ^"^ "^toperido. after 10 
each ott,er, with Ja^ptea Lfevoho^^^^^^^ differ significantly fn,m 

highest gains in body ^d^sperirn« ^'''"^ ^ ' °'^'^<""^ ^^"^'"9 

increase of clozapine "^P^ndone causing less than 50% of the weight 

Document D4 (XP008026091) 

discloses that "studies have rennrf^ri •>,-. ■ 

avenge bodywelght gain of ~ XTTT " ^ 

associated with vamna <Ss^llVn<^^ (■••) Olanzapine and risperidone am also 
indicate that c^ietiapr and zSeLl bodyweight gain, and there are some data to 
indicate that IS:^^^^^^^!^ f?'- < -O ^-ited data 
further studies am needed xTSTr^^J^^° bodyweight gain, but 
right columns). ™ Pa^Qraph bridging left and 

Document D5 (XP001 009543) 

'^^^^^"^Zj^'j^^" -'"9 *-P-, Olanzapine, 
nonphamiacciogloc^ m,' S^'^it'drK^'"^' PolyphamTaoy 

after ,0 weeksl s. J, tdTg dteT(ST^nr^,"'^'" ^" "^^^ 
aprasldone and molindone resuitil in a teoSLl 

respectively. * " Sa"" <» a reduction of weight. 

Document D6 (XP002266562) 

side effect in the trea,,^ent?«rC^ro^r k'''"°*'^""^^ ^"^ ^ 
quetiaplne and risperidone (page iH te^uT^'- *"°'<^"»^«"««. henzamides, 
major problem, both in te™! ofphyLl l^^l ^ ''""3" 3^'" « 

.Pe . diabetes, stroke and ^.P^^ ^i^)'^^^^^^^^ 
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Zr^LT *° ""T'^" '""^ ^^^^^^^ ^ffeot on compliance The 

y 3.4 Difference between the application and the closest prior art 

IImZ^'^T P'^^""* application and document D2 which has been 



V.3.5. Analysis of the presence of an inventive step 

effect on «,e weigM of a sohLphlTaTrm llg ttri^t ~ 

rzT^^^;-,:^--— ^^^^ 

Therefore, the experimental data demonstrate a <»i inori«r ^«««f 

weigh, o, schizophrenia patients v^enTm^:^^,! LlS,neX^^^^^^ 

of the antipsychotics showing a high weight gain. "°' °ne 

^^^^^^^^^^^^^^^^^^^^^^^ 
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V.4. Industrial applicability (Article 33(4) PCT) 

also be dependent upon the formulation of th^o^'^^^^^^^^^ 
recognize as industrially applicable the subject-matter of claims to Z n^^Z 

.n medical treatment and the use of such a compound for the Lnufalrof ! 
medicament for a new medical treatment. manufacture of a 
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